


Appendix D

Table 1: Chlorhexidine Gluconate — Healthcare Personnel Handwash Studies

S. marcescens . L(it/%rﬁfsfd;;fgxg
Formulation Test Wash | Wash | Rinse | Massage Di:::i?::' S?t::; s:s
Subjects| Baseline Rub Dry Vol. | Time' | Time Time 23 i, vS. Wash No.
togwhand)| " | Time | Time baseline
1 4 7 10
1994 TFM - - - - - - - - - - 2.0 - - 3.0
2.5
4% CHG mL . 30 . _ 2.61 3.41 3.95 4.15
Bartzokas et 12 6.63 + 45 sec 1 min 3mL 30 sec 1 min Media - £0.33 +0.37 40.29 £0.34
al. 1987 25 sec p<0.1 p<0.01 p<0.01 p<0.08
mL
2.5
4%CHG | ) | 0 | " s tmin | 3mL | 30sec | 20 | 1min | Medi NA 2.51 3.09 | 337 | 3.9
Ciba 1990 ' 25 sec i n sec edia i £0.26 £0.13 £0.18 £0.28
ml,
4% CHG To
Purdue Fred. 9 NA 5mbL coat 1 min SmlL 15 sec NA 1 min Media NA 2.050 2.563 2.696 3.289
1986
4% CHG
Hibiclens To . . .
Purdue Fred. 9 NA 5mL coat tmin | 5mL | 15sec NA 1 min Media NA 1.629 2.097 2.501 3,115
1986
0,
4%CHG | o | 96 | NA | NA | NA |5SmL| 30sec | NA | NA | Media | p<0.005 | 2.26 343 | 423 | 462
Steris 1995
4% CHG
Hibiclens 6 6356 | 6mL | ° | tmin | SmL | 30sec | NA | 1min | Media NA NA | 999921% | np | 99.9949%
Huntington coat Wash § Wash 5
1994
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Appendix D
Table 1: Chlorhexidine Gluconate — Healthcare Personnel Handwash Studies (continued)

Formulation

Test
Subjects

S. marcescens

Baseline
(logiw/hand)

Vol.

Rub
Time

Dry
Time

Wash | Wash

Vol.

Time'

Rinse
Time

Massage
Time

Neutral-

ization
2.3

Statist.
Signif.
vs,
baseline

Log Reduction
(Versus Baseline)

Wash No.

4

7

10

1994 TFM

2.0

3.0

4 % CHG
Huntington
1994

6.356

omL

To
coat

{ min

5mL

30 sec

NA

1 min

‘ Media

NA

NA

99,982%
Wash 5

NA

99.9997%

4% CHG
Ballard, 1985

7.776

5mL

NA

1 min

SmL

15 sec

NA

1 min

Media

£<0.05

2,050

2.563

2.696

3.289

4% CHG
Ballard, 1985

7.776

5mL

NA

I min

5 mL

15 sec

NA

1 min

Media

p<0.05

1.882

2.389

2.770

3.307

4% CHG
(Hibiclens)
Ballard, 1985

7.776

5mlL

NA

1 min

SmL

15 sec

NA

1 min

Media

p<0.05

1.629

2.097

2.501

3.115

4% CHG
Stiles &
Sheena 1987

3.80

NA

NA

NA

NA

15 sec

15-20
sec

NA

Media

NA

2.52

NA

NA

NA

4% CHG
Hibiclens
Stuart
Pharmaceuticals
1986
IC1 1976

36

NA

NA

NA

NA

NA

15 sec

NA

NA

NA

NA

NA

3.85

NA

4.2649

4% CHG
Hibiclens
Stuart
Pharmaceuticals
1986
IC11976

36

NA

NA

NA

NA

NA

30 sec

NA

NA

NA

NA

NA

3.6928

NA

4.3192
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Appendix D
Table 1: Chlorhexidine Gluconate — Healthcare Personnel Handwash Studies (continued)

Log Reduction
8. marcescens Neutral- Statist. (Versus Baseline)
Formulation Test Wash | Wash | Rinse | Massage ization Signif.
Subjects | Baseline Rub | Dry | Vol | Time' | Time| Time b vs. Wash No.
(loggo/hand) Vol. Time Time baseline
1 4 7 10
1994 TFM - - - - - - - - - - - 2.0 - - 3.0
4% CHG
Ciba-Geigy 12 NA NA NA NA Iml | 30sec NA NA NA NA ~2.5 ~3.2 ~3.4 ~3.9
1990
4% CHG . . " . : 3.37
Ballard 1996 36 NA . NA NA Lmin | 5mL | 30sec NA 1 min NA NA NA Waeh NA 3.84
4% CHG
The Dial
c . NA 8.46 NA NA NA NA NA NA NA NA NA 3.44 4.43 4.58 4.79
orporation
Undated
4% CHG
(Hibiclens)
The Dial NA 8.46 NA NA NA NA NA NA NA NA NA 2.78 3.63 3.89 4.22
Corporation
Undated
4% CHG o
Gojo 1999 6 NA NA NA NA NA NA NA NA NA NA 97.65% | 99.2% | 99.68% | 99.92%
4% CHG
Peterson efal. | 36 8.07 NA NA | NA [5mL| 15sec | NA | NA NA NA NA | $32 1 Na 5.49
1978
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Appendix D

Table 1: Chlorhexidine Gluconate — Healthcare Personnel Handwash Studies (continued)

. Log Reduction
S. marcescens Neutral- Statist. (Versus Baseline)
Formulation Test Wash | Wash | Rinse | Massage ization Signif.
Subjects | Baseline | ¢ Rub | Dry | Vol | Time' | Time| Time s vs. Wash No.
(logio/hand) ‘ Time | Time ' baseline ) 4 ; 10
1994 TFM - - - - - - - - - - - 2.0 - - 3.0
4% CHG
Jampaniefal. | NA NA NA NA NA NA NA NA NA NA NA 1.97 NA NA 2.7
1998
4% CHG
Hibiclens | 36 | 6.8363 NA NA | NA |5mL| 15sec | NA | NA NA NA NA | 385 | NA | 42649
Wash §
Paulson 1994
4% CHG
Sheena & “Stiles NA 2.90 NA 5gec,untildry | 5mL | 15sec | NA NA NA NA 1.60 NA NA NA
1983
4% CHG 15 sei: 1.81
Sheena & Stiles| NA 2.81 NA 5 sec, untitdry | 5mL + NA NA NA NA NA Day 3, NA NA
1983* 15 sec Wash 6
4% CHG
Hibiclens
Stuart 16 NA 6mL NA | 1min |15sec] NA | NA | NA NA NA 32 | 48 NA | 53
Pharmaceuticals
1986
o,
e Dial 7901 4
o , NA | (left NA NA | Imin | NA | NA | NA | NA NA | p<0.01 | NA 639 | NA | 4.080
orporation hand) Wash 5
Undated
4% CHG
The Dial 7.969 4.49 '
Comoratt NA | (right NA NA | 1min | NA | NA | NA | NA NA | P<0.01 | NA A% 1 NA | 4102
orporation Wash 5
Undated hand)

Appendix D page 4




Appendix D
Table 1: Chlorhexidine Gluconate — Healthcare Personnel Handwash Studies (continued)

Log Reduction
S. marcescens Neutral- Statist. (Versus Baseline)
Formulation Test Wash | Wash | Rinse | Massage ization Signif.
Subjects | Baseline Rub Dry | Vol. | Time' | Time| Time 23 vs. Wash No.
Vol.
(logiwhand) Time | Time baseline
1 4 7 10
1994 TFM - - - - - - - - - - . 2.0 - - 3.0
4% CHG
Ciba-Geigy | 12 | 846 SmL | 45sec | 2min [smi| 5| 30| na | Slove ) wa | o197 | 288 ) 346 | 277
1995 sec sec '( ash 10) ash .
4% ChHG 50g ground 33
Billhimer eral. | 11 | 7.3+0.20 gbg ] NA | Imin | NA | 30sec | NA | Imin | Glove NA = NA NA NA
1998 ee £0.89
4% CHG Contam - Until 15 .
Stiles & NA 3.78 inated 5 sec 4 SmL | 15sec | NA Glove | p<0.001 1.88 NA NA NA
Sheena 1985 ground beef v
4% CHG Contam - Until 15
Stiles & NA 2.32 minated 5 sec dr SmL | 15sec sec NA Glove p<0.01 0.28 NA NA NA
Sheena 1985 ground beef Y
Wash 1:
4% CHG . Media
Ciba 1995 12 8.32 5mL 45sec| 2min | SmL | 15sec {30seci{ NA Wash10: p<0.05 2.16 2.56 3.04 2.93
Glove
4% CHG Wash 1:
Jampani ef al. N . . Media
1998 9 NA 5 mL 45sec | Airdry | SmL | 15sec |30sec| 1min Wash10: P<0.05 1.92 NA NA 2.84
Glove
Wash 1:
4% CHG . Media
Ciba 1995 12 8.46 SmL 45sec | 2min { 5mL { [S5sec |30sec NA Wasmgz p<0.05 1.97 2.88 3.46 2.77
Glove
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Appendix D
Table 1: Chlorhexidine Gluconate — Healthcare Personnel Handwash Studies (continued)

Log Reduction
] ki Neutral- Statist. (Vegrsus Baseline)
Formulation Test Wash | Wash | Rinse | Massage ization Signif.
Subjects | Baseline | Rub | Dry | Vol. | Time' | Time| Time 23 vs. Wash No.
1 d ‘ i i H
(logio/hand) Time | Time baseline 1 4 . 10
1994 TFM - - - - - - - - - - - 2.0 - - 3.0
o,
bk CHE | 36 | 807 NA | NA | NA |smL| t5sec | NA | NA | Media | NA | NA | NA | NA | 549
2% CHG .
Stiles & 4 3.81 NA NA | NA | NA | 15sec lzio Na | Media |, 239 | NA NA NA
Sheena 1987
2% CHG N N N . . . .
Gojo 1999 6 A A A NA NA NA NA NA NA NA 98.69% 199.59%! 99.83% | 99.95%
2% CHG
Huntington NA 6.27 NA NA NA NA 30 sec NA NA NA NA NA 4.0 NA 4.0
1992 Wash 5
2% CHG . 99,999,
latiard, 1008 | NA | 185 NA NA | NA |5SmL| 30sec | NA | tmin | NA NA NA  [P299%1 NA | 99.99%
2% CHG Contam - 5
Stiles & NA 3.78 inated 5sec |Untildry] SmL | 15sec sec NA Glove | p<0.001 1.48 NA NA NA
Sheena 1985 ground beef :
2% CHG Contam - 15 ”
Stiles & NA 2.38 inated S5sec |Untildry| 5mL | 15sec sec NA Glove | p<0.01 0.10 NA NA NA
Sheena 1985 ground beef
2.0% Washt i
CHG o 18.40:025] 5mL | 45sec | Airdry | SmL | 15sec |30sec| Imin vs,‘“g‘a | p<oos | 192 1 NA | NA 2.84
Johnson 1998 (;S 10: #0:32 #04
ove
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Appendix D

Table 1: Chlorhexidine Gluconate — Healthcare Personnel Handwash Studies (continued)

, ) Log Reduction
S. marcescens Neutral- Statist. (Versus Baseline)
Formulation Test Wash | Wash | Rinse | Massage ization Signif.
Subjects | Baseline Vol Rub Dry Vol. | Time' | Time| Time 23 vs. Wash No.
(logo/hand) ’ Time | Time baseline 1 4 ; 10
1994 TFM - - - - - - - - - - - 2.0 - - 3.0
0,
0.75% CHG | 1 | 796 NA | NA | NA |SmL| 30sec | NA | NA | Media |p<0.005| 207 | 298 | 392 | 422
Steris 1998
CHG v
*Kaiser ef al. 18 NA NA NA NA NA NA NA NA Media NA 2.0 NA NA 33
2000
1. The indication “15 sec + 15 sec” indicates that an initial wash time was used to wash the hands followed by a subsequent wash.
2. The term “Media” indicates that the neutralizers were incorporated into the dilution and plating media only.
3. The term “Glove” indicates that the neutralizers were incorporated into the sampling fluid in the glove.
4. E. coli inoculated on hands t hrough artificially contaminated ground beef.
5. Results were tested with water rinse.
6. Results were with out water rinse.

Log reduction values below the 1994 TFM criteria indicated by a shaded box and heavy outline.
*  Study not included in tally tables.
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Appendix D

Table 2: Alcohol — Healthcare Personnel Handwash Studies

S. marcescens . Izgegrﬁfg:g:::;
Formulation Test Wash Wash Massage ﬁ:::iii: gialt:ls: i:i‘
Subjects | Baseline Vol Rub | Dry | Vol Time Time 23 bgasel.ine' Wash No.
(logyo/hand) Time | Time 1 4 . 10
1994 TFM - ; . - . - ; - ; ; 2.0 - - 3.0
60% Ethanol 45 , \
Johnson 199 ¢ 11 NA SmL sec 2min | S5mL NA 1 min Glove NA 2.97 NA NA 2.74
60% ethanol 1.5mL + V{;‘jf;i;‘
Jones et al. 10 876£028 |{smL +|1min| 3min | SmL | 45-75sec | Imin | o050 | NA 2.97 NA NA 2.74
2000 15 mL ash 10: £0.36 20.69
- m Glove
60% ethanol
Johnson Wax NA NA NA NA NA NA NA NA NA NA ~1.8 NA NA NA
Undated
60% ethanol 1.92
Johnson Wax NA 7.74 NA NA NA NA NA NA NA NA ~2.5 \:la;h 3 ~2.0 ~2.0
Undated
60% ethanol © 3.49-
SDA/CTFA NA NA NA NA NA NA 10 sec NA NA NA 3.53 NA NA NA
1995 Wash 2
60% ethanol
SDA/CTFA NA NA NA NA NA SmL To dry NA NA NA 2.91 3.53 3.94 3.93
1995
60% ethanel 1.91
SDA/CTFA NA NA NA NA NA 5 mL To dry NA NA NA 1.83 W;sh 5 NA 2.38
1995
60% ethanol 2
SDA/CTFA NA NA NA | NA | NA | 5mL| Todry NA NA NA 1.56 23 NA 2.64
1995 Wash 5
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Appendix D
Table 2: Alcohol — Hea!th‘care Personnel Handwash Studies

S, marcescens - lzgi :::g:;t!:::;
Formulation Test Wash Wash Massage I?::tti:)a] ga“fft !f:;i
Subjects | Baseline Rub | Dry | Vol Time Time | “Fg50n | DML V. Wash No.
Vol. . . i baseline
(logio/hand) Time | Time
1 4 7 10
1994 TFM - - - - - - - - - - 2.0 - - 3.0
62% alcohol
Johnson & 45 { Rub Glove
Johnson 12 NA 5mL sec min 5mlL until 1 min Wash NA 3.04 NA NA 2.72
Medical dry 10
2000
62% Ethanol 1.5 mL + 1 | 5mL+
Kimberly- NA 409 | 15mL+ | 20sec | . {S0 0 NA Imin | NA NA 383 | M8 268 | 2386
Clark 1999 iS5 mL ) '
1.5mL +
62% Ethanol
Kimberly- | NA 400 | DIMLE N ogec | L SmLY L A imin | NA NA 393 | 359 | 340 | 374
1.5mL min |} 2.5 mL . Wash 3
Clark 1999
o ,
%gf‘l’;‘;‘;‘" 5 NA NA NA |NA| NA NA NA NA NA | 99.86% | 9974% | 98.45% | 98.77%
62% Ethanol 1 3.9 70 | 296 | 215
Pauisl;gz; 9{3: al. 25 3.99 S mL NA min ImL NA 1 min Media NA &Ot o4 s o7 o
62% ethanol 9
Dyer et al. 17 NA SmL | 45sec | S | 5g NA {min | Media | p0.05 ~2.8 ~2.8 2.7 ~2.4
min . Wash 3
1998
62% ethanol 2 .
Dyer et al. 16 NA SmL | 45sec | - 5g NA 1min | Media p0.05 ~2.0 ~1.8 ~1.5 ~1.7
1998 min Wash 3
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Table 2: Alcohol — Healthcare Personnel Handwash Studies

Appendix D

S. marcescens , . Izsgrgfgggzgg
Formulation Test Wash Wash Massage §:::i2in g:a::?l't 321
Subjects | Baseline | ., | Rub | Dry Vol.' Time Time 23 bgsel;ne‘ Wash No.
(logy/hand) Time | Time 1 4 " 10
1994 TFM - - - - - - - - - - 2.0 - - 3.0
62% ethanol Aird 3,79
Paulson ef al. 5 7984027 | SmL | NA | 1min| 3mL Y | {min | Media NA 3.93 2015 2.96 215
1999 5 min : #0.04 Waih 3 £0.17 £0.13
Rub in
62% ethanel - . . ’ . . 3.93 3.79 2.96 2.16
Paulson 1994 5 7.98+0.27 SmL Imin { Imin] 3mL 5d;;};n 1 min Media p<0.05 .04 w016 o o1
70% Ethanol
Huntington 6 8.10 S mL NA | 2min |3.5mL NA 1 min Media NA 2.59 2.07 1.96 1.97
1995
70% ethanol : o . : _
Dyer et al. 5 NA S5mL |45sec|2min| Sg NA 1 min Media p0.05 ~2.8 \;2‘0 ~1.5 ~1.3
1998 ash 3
70% ethanel . .
Dyer et al. 5 NA SmL |45sec|2min| S5g NA 1 min Media p0.05 ~2.5 \';2;5 ~2.3 ~2.0
1998 ash 3
TO%IPA
Aly & Maibach| 36 5.94 NA NA | NA | NA NA NA NA p>0.20 NA 1.68 NA 1.6
1980 Wash § Wash 10
80% ethanol
SDA/CTFA NA NA NA | NA | NA | 5mL | Todry NA NA NA 2217 | 288 NA 1.94
1995 a ash 3
Alcohol
Kaiser ef al. 12 NA NA NA NA NA NA NA Media NA 2.0 NA NA 2.3
2000
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Appendix D
Table 2: Alcohol — Healthcare Personnel Handwash Studies

S§. marcescens N i1 statisticat Izggg:ggg::g
Formulation Test Wash Wash Massage -i;:tt&:::l Sga::is; “;2
Subjects | Baseline Rub | Dry | Vol! Time Time 23 ghit. vs. Wash No.
Vol. . . baseline
(logio/hand) Time | Time
1 4 7 10
1994 TFM - - - - - - - - - - 2.0 - - 3.0
Ethanol ‘ : Rub - :
{Alcare Foam) 60 until . . 3.30
SDA/CTFA 36 8.27+0.18 6 mL NA sec 1g dry 1 min Media NA NA Wash § NA 3.46
1995 a (~60 sec)

1 The indication “5.0 mL + 2.5 mL” indicates that two additions of test material were used to reduce the loss t hrough the subject’s fingers.
2 The term “Media” indicates that the neutralizers were incorporated into the dilution and plating media only.
3 The term “Glove” indicates that the neutralizers were incorporated into the sampling fluid in the glove.

Log reduction values below the 1994 TFM criteria indicated by a shaded box

Appendix D page 11




Table 3: Povidone-Iodine — Healthcare Personnel Handwash Studi‘es

Appendix D

S marcescons | Neutral | Statistical %35::: grﬁc‘:*:g:;
Formulation Su'f;:tcts Baseline Vel Rub | Dry ‘3’:: 11‘ ?I“;f;: M.;isé?fe «-iz:?on Signif: vs. Wash No.
(logs/hand) %% | Time | Time baseline ! p - ”

1994 TFM : . . i i : : . : : 2.0 . - 3.0

0.75%
mallablel 1 NA 2.80 NA | 5sec %’"3’ SmL | 15sec | NA | NA - | NA NA 179 | NA | NA | NA
Stiles 1983

0.75% | :
available 1 Na 2.56 NA | 5sec ‘é‘;‘y" SmL | 15sec | NA | NA NA NA NA |looa | NA | NA
Stiles 1983’ Wash 6

0.005%
fylablels | Na 299 | NA | Ssec %’:‘y” SmL | 15sec | NA | Na NA NA 138 | NA | NA | NA
Stiles 1983'

0.005% 2
nailable | Na 276 | Na | ssec | Gt sl | 15sec | NA | NA NA NA NA | Do | NA | NA
Stiles 1983 Wash 6

25 ppm
available I, Until

Shaabte NA 3.04 NA | ssec | Qi | smL | dssee | NA | NA NA NA 134 | NA | NA | NA
Stiles 1983

23ppm ‘ )
Pyailablels | NA 292 NA | ssee | Gt | smL | d5see | NA | NA NA NA NA | bwa | NA | NA
Stiles 1983’ ‘ Wash 6
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Table 3: Povidone-Iodine — Healthcare Personnel Handwash Studies (continued)

Appendix D

S. marcescens | statistical ngffﬁfg:‘;ﬁ::;
Formulation Test Wash | Wash | Rinse | Massage ZI:::;; S:g:::;if: Wash N
Subjects | Baseline Vol Rub | Dry | Vol. { Time | Time Time 34 b ei; ' e
(logio/hand) " | Time | Time aseline
1 4 7 10
1994 TFM - - . - - - . - . - - 2.0 . - 3.0
7.5% PVP-1 3.89
Peterson etal. | 36 7.83 NA NA| NA | 5mL | 15sec | NA NA NA NA NA | 3781 NA :
1978 ash 5 Wash 10
0.75%
PVP-L Contaminated | 5 | Until 15
Stiles & NA 3.82 ground beef | sec | dry SmL | 15sec sec NA Glove p<0.001 2.12 NA NA NA
Sheena 1985
0.5%
PYP-1 NA 37y | Contaminated | 5 Until ) g0 e ) 19 NA Glove | p<0.001 | 171 | NA | NA | Na
Stiles & ground beef | sec | dry sec
Sheena 1985
0.3%
PVP-1 Contaminated | S | Until 15
Stiles & NA 3.80 ground beef | sec | dry SmL | 15sec soc NA Glove p<0.001 1.50 NA NA NA
Sheena 1985
0.1%
PVP-I NA | 379 |Contaminated | S pUntl| o bt o0 b IS 1 na | Glove | p<000r | 179 | NA | Na | NA
Stiles & ground beef | sec | dry sec
Sheena {985
0.01%
PVP-1 NA | 2qp | Contaminated | 5 4 Until p o] g o 15 Glove | p<0.00l | 150 | NA | NA | Na
Stiles & ground beef | sec | dry sec
Sheena 1985
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Appendix D
Table 3: Povidone-Iodine — Healthcare Personnel Handwash Studies (continued)

S. marcescens ‘ Stati | Izggslzfg;l;txg
Formulation Test Wash | Wash | Rinse | Massage ﬁ:::im;: Sga::isfﬂi‘;
Subjects | Baseline Vol Rub | Dry | Vol. | Time | Time Time 3‘40 bisel.ine' Wash No.
(logio/hand) Time | Time 1 4 7 10
1994 TFM - - - - - - - - - - - 2.0 - - 3.0
0.75%
PVP-I Contaminated | 5 | Until 15
Stiles & NA 2.11 ground beef | sec | dry SmL | {5sec sec NA Glove p<0.01 0.16 NA NA NA
Sheena 1985
0.5%
PVP-1 Contaminated | S Until 15
Stiles & NA 2.18 ground beef | sec dry SmL | 15sec sec NA Glove p<0.01 0.13 NA NA NA
Sheena 1985
0.3%
PVP-1 NA | 234 | Contaminated | 5 Until ) gyt yg e, | 19 NA Glove | p<001 | 020 | NA | NA | NA
Stiles & ground beef | sec | dry sec
Sheena 1985
0.1%
PVP-1 Contaminated | 5 | Until 15
Stiles & NA 2.11 ground beef | sec dry SmL | 15sec sec NA Glove p<0.01 +0.14 NA NA NA
Sheena 1985
0.01%
PVP-I NA | 228 | Contaminated | 5 | Until| oy g5, | 19 NA Glove | p<001 | 002 ] NA | NA | Na
Stiles & ground beef | sec | dry sec
Sheena 1985
0.02% 15-
A"Sﬁabg L oy 372 NA NA| NA | NA | 15sec| 20 | na | Med NA | 210 | NA | NA | NA
iles sec '
Sheena 1987
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Table 3: Povidone-lIodine — Healthcare Personnel Handwash Studies (continued)

Appendix D

S. marcescens N : o Igl)egr::segg;tlggg
Formulation Test Wash | Wash | Rinse | Massage ai::tti;i gta:fft K\::l
Subjects | Baseline Vol Rub | Dry | Vol. | Time | Time | Time 34 bg l; ’ Wash No.
(logyw/hand) * | Time | Time aseiine
1 4 7 10
1994 TFM - ; - ; ; - ; . . . . 2.0 - - 3.0
0.12%
Available L, | 3.88 NA NA| NA | NA | 15sec | P20 Na Media NA 222 | NA | NA | Na
Stiles & sec
Sheena 1987
0.75%
Availablel, |, 381 NA NA| NA | NA | 15sec | P20 Na Media NA 270 | NA | NA | NA
Stiles & sec
Sheena 1987
I
Kaiser ef al. 7 NA NA NA | NA NA NA NA NA Media NA 35 NA NA 4.0
2000
7.5% PVP-1 . . 3.2
Rotter 1984 15 NA NA NA | NA NA ! min NA NA Media NA 0.4 NA NA NA

1 E. coli inoculated onto hands through artificially contaminated ground beef.
2 Two (2) consecutive washes
3The term “Media” indicates that the neutralizers were incorporated into the dilution and plating media only.

4The term “Glove” indicates that the neutralizers were incorporated into the sampling fluid in the glove.

Log reduction values below the 1994 TEM criteria indicated by a shaded box.
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Appendix D

Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

. Log Reduction
Formulation Test Res;}den:. Flora Scrub | Scrub | Massage I:;::;z:: R;f;‘;‘;m ’ (Versus Baseline
Subjects (m“ffh;ﬁ) Vol.' | Time’ Time 34 Baseline Scrub1/ | Scrub2/ | Serub 11/
& Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.6 2.0 3.0
4% CHG 638 SmbL | 3 min Below
Hibiclens 36 6l 41 + + NA Media Baseline 3.64 3.89 4.11
Peterson et al. 1978 ’ 5mL 3 min
Sml 1 min
4% CHG . . Below
Huntington 1994 7 6.9263 * . I min Ll Baseline 2.5317 2.7833 2.8057
S5mbL 3 min
4% CHG _ SmL 3 min Below ,
Hibiclens 6 6.8993 + + 1 min Media Raseline 1.50 2.07 295
Huntington 1994 SmL 3 min
4% CHG SmL | 3min Plating Below
Purdue Frederick 12 5.0/hand + + 1 min Media Baseline E&%& z(;lb‘g! i‘}i)g,
1985 S5mL_| 3min Only i i -
4% CHG . .
e 5mL 3 min Plating
Hibiclens . . Below 0.00 0.88 1.33
Purdue Frederick 12 5.0/hand * * Imin | Media | g cotine p=0.001 p=0.001 p=0.001
5mL 3 min Only
1985
4% CHG
Hibiclens 13 6.0 (sNoi el 2min | 1min | Media | OOV 1.5 3.0 4.0
Aly and Maibach ' pong Baseline ) ’ ’
[/brush)
1988
5 min Below 2.98
[:)
Lo 7 15 aaehs | 1wl | weeb | Umin | Media | Basdineat | (007 NA NA
oeb et at. s brush 45 min 4.15)
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Appendix D
Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

. N 1 Log Reduction
. Test Resident Flora Serub Scrub | Massage eutral- | - Regrowth (Versus Baseline)
Formulation Subiects Baseline Vol.! Time? Fime ization Below
§ (logio/hand) ok ime ! 34 Baseline Serub 1/ Scrub 2/ Scrub 11/
Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
, Below
4% CHG s 345 15 mL ns sorub | 1min | Media | BAsclineat | 3.09 NA NA
Loeb et al. 1997 (1.85-4.72) (t))rush 45 min 1.80-3.95
(-0.50-3.88)
4% CHG 5 mL+ 3 min+ . . Below
Mulberry ef al. 2000 | 24 64 SmL | 3min | LW | Media | g celine 18 2.6 3.7
4% CHG 5 mi+ 3 min+ . , Below
Mulberry ef al. 2000 19 6.0 SmL 3 min - min Media Baseline 1.6 24 3.6
4% CHG Brush . . . Below
Paulson 1994 6 6.57 NA 2 min 1 min Media Baseline 3.52 2.94 4.67
4% CHG
Johnson & S5mL + 6 min + . , Below
Johnson 11 NA 5 mL 6 min { min Media Baseline 2.32 2.62 3.17
Medical 2000 '
4% CHG
Johnson & SmlL + 3 min + . . Below
Johnson 12 NA SmL 3 min [ min , Media Baseline 2.37 3.30 3.12
Medical 20600
4% CHG
Johnson & SmL + 6 min + , . Below
Johnson 9 NA 5 mlL 6 min I min Media Baseline 2.10 2.60 3.08
Medical 2000
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Appendix D
Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

Resident Fl Neutral Reg " Log Reduction
esident Flora ar- egrowin (Versus Baseline)
Formulation Su’lt;?ztcts Baseline S“,“‘;‘P 2‘:;?3 M,;?;‘ege ization Below
! (logrw/hand) ot ! 34 Baseline Scrub 1/ Serub 2/ Scrub 11/
Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
4% CHG
Johnson & SmlL + 3 min + , . Below
Johnson 12 NA 5 mL 3 min 1 min Media , Baseline 2.28 3.15 3.59
Medical 2000
4% CHG ' . . 3.0
Rotter 1984 16 NA NA 1 min NA M_edza NA 0.5 NA NA
) o ‘Below
a,
4% CHG 15 NA 5g 30sec | NA NA Bascline ~0.87 NA .92
Ciba-Geigy 1990
at 3 hr
4% CHG
(Hibiclens) Per label | Per label Below _
Johnson Wax NA NA directions |directions NA NA Baseline ~0.9 1.6 ~24
Undated
4% CHG
The Dial NA 6.40 Perlabel | 3mint | g\ NA Below 3.13 3.80 4.64
Corporation directions | 3 min Baseline
Undated
4% CHG -
The Dial Per label {Per label Below
Corporation NA NA directions |directions NA NA Baseline 2.30 3.75 4.70
Undated
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Appendix D

Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

: Neutral Log Reduction
. Test | ResidentFlora | qoow | Sorub | Massage| s - | Regrowth (Versus Baselinc)
Formulation Subjects Baseline Vol.! Time® Time ization Below
(logio/hand) ot m 34 Baseline Scrub I/ Serub 2/ Scrub 11/
Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
4% CHG
(Hibiclens) Below
The Dial NA NA NA NA NA NA Baseline 332 NA NA
Corporation at2 hr
Undated
3 min
4% CHG FOAM 5mL . Below
**Ballard, 1996 18 NA +5mL * | Imin | NA Baseline 1.31 1.76 2.79
3 min
3 min
4% CHG FOAM SmL . Below
+*Ballard, 1996 18 NA +5ml +' i min NA Baseline 2.06 2.65 3.57
3 min
4% CHG 5 mlL 3 min Below
Hibiclens 18 NA +5mL + 1 min NA Baseline 332 NA NA
**Ballard, 1996 3 min at2 hr
3 min Below
4% CHG FOAM 5mL . .
**Ballard, 1996 18 NA +5mL +A 1 min NA Baseline 3.63 NA NA
3 min at 2 hr
4% CHG Below
Jampani ef al. 1998 NA NA NA NA NA NA Baseline 2.37 33 3.12
4% CHG
Hibiclens 5 mL+ . Below
. Rosenberg e al. 30 6.3707 S ml 6 min NA NA Baseline 1.9398 2.5371 2.6885
1976
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Appendix D

Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies
Neutral Log Reduction
\ Test Resident Flora Scrub Scrub | Massage .eu r al-| Regrowth (Versus Baseline)
Formulation Subjects Baseline Vol.! Time? Time ization Below
(ogi/hand) ot 34 Baseline Serub 1/ Scrub 2/ Serub 11/
Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 . 3.0
4% CHG
Hibiclens Below
Stuart 10 NA NA 6 min NA NA Baseli 1.9398 2.5371 2.6885
. aseline
Pharmaceuticals
1986
4% CHG
Hibiclens ) NA .
Stuart 42 6.3063 Sponge | S A NA Below 1.7363 2.206 3.0603
. . 3 min Baseline
Pharmaceuticals brush .
1986
4% CHG
(Hibiclens)
The Dial NA NA et label | Per label | NA Below 1.95 2.80 4.25
. frections | directions Baseline
Corporation
Undated
4% CHG Below
The Dial .
. NA NA NA NA NA NA Baseline 3.63 NA NA
Corpotation .
at 2 hr
Undated
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Appendix D

Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

. Log Reduction
) Test Resxdent’Flora Scrub Scrub | Massage Neut.rai- Regrowth (Versus Baseline)
Formulation Subiect Baseline Vol.! Time? Ti ization Below
ubjects (logi/hand) ol m ime , Baseline | Scrubl/ | Serub2/ | Scrub 11/
Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
0,
;{;gg n(s; NA 3 min Below
. 13 >6.0 (Sponge/ + 1 min Glove Baseline 1.8887 2.9744 3.7860
Aly and Maibach .
brush) 3 min at2 hr
1983
5mlL Below
0,
4% CHG 27 NA - 3min | NA | Glove | Baseline 0.35 NA NA
Babb et al. 1991
S mL at3 hr
. SmL Below
4% CHG 27 NA + 3 min NA Glove Baseline 0.48 NA NA
Babb et al. 1991
S mL at3 hr
5 mL Below
0,
Ba:b/ O o1 27 NA + Imin | NA | Glove | Baseline 1.01 NA NA
' SmL at3 hr
4% CHG S mL+ . . Below
Larson et al. 1990 12 5.80+0.58 S mlL 5 min 1 min Glove Baseline 0.86 NA 1.56
iy NA NA Smlt 1 omin | NA | Glove Bl:?e?;:vm 87.1% NA NA
Lowbury et al. 1974 5mL +3.5
at3 hr
4% CHG
Larson & Bobo 1992 12 5.32+0.49 5 mL 15 sec NA Glove NA 0.57 NA NA
4% CHG . 4.8
Rotter 1984 16 NA NA 1 min NA Glove NA 40.5 NA NA
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Appendix D
Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

Neutral Log Reduction
. Test Resident.Flora Scrub Scrub | Massage veutrai- Regrowth (Versus Baseline)
Formulation Subjects Baseline Vol Time® | Ti ization Below
je (logo/hand) ol. me me 34 Baseline Serub1/ | Scrub?2/ | Scrub 11/
Day 1 Day 2 Day 5§
1994 TFM - - - - - - - i.0 2.0 3.0
4% CHG 3 min + )
Larson ef al. 2001 25 441-515 Sponge 3 min 1 min Glove NA 0.81 NA 0.73
o 1 min + 0.80
R 4d/0 ?HFIQ&( 10 6.47+0.39 SSmLL+ Rubuntit] 5 min Glove NA (Aerobic NA NA
everdy et al. m dry bacteria)
4% CHG 45-4.6 10 sec 0.21% 0.25*
Morrison ef al. 1986 10 +0.10-0.12 2 mlL. (\;vf‘f:;; ' 3 sec Glove NA 0.19 Week 2/ Wash 2 | Week 3/ Wash 3
4% CHG
Hibiclens 10 7.02 5mL 15 sec 1 min Glove NA 1.09 NA NA
Larson ef al. 1986
4% CHG . -0.127+
Butz ef al. 1990b 12 5.7601+0.726 3ImL 15 sec I min Glove NA .47 NA NA
L)
4% CHG 10 6.40-6.93 ImL | 15secc | 3min | Glove NA 0.29 NA NA
Larson ef al, 1987
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Appendix D

Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

" Neutral Log Reduction
. Test Restdent' Flora Serub Scrub | Massage .eu 'm -1 Regrowth (Versus Baseline)
Formulation Subiects Baseline Vol.! Time? Ti ization Below
e (logiw/hand) o tme fme | 34 Baseline | Serubl/ | Serub2/ | Scrub1l/
Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
SmL Below
0,
4% CHG 27 NA N Imin | NA | Glove | Baseline 0.84 NA NA
Babb ef al. 1991 .
SmL at 3 hr
Day 1: 6.51+0.58 5 mL 1 min '
) s
o G o] 35 | Day2:sadsods |+ + | Smin | Glove NA 0.7610.53 | 1751048 | 2-3910.58
) Day 5: 5.06+0.57 5 mL 3 min = pe
o 5mL 3 min Below
Fao 2{:;2(;1 995 33 NA + + I min Glove Baseline 1.?)33;2358 NA 1'4235});1 1
g : 5mL 3 min at3 hr ‘ p<o:
. Below
4%.CHG 20 NA 3 ml+ 1 mx%w NA Glove Baseline 1.85 NA NA
Bendig 1990 5 mL 2 min
at3 hr
0,
4% CHG 10 6.40-6.93 3mL | 15Ssec | 3min | Glove NA 0.51 NA NA
Larson et al. 1987
9,
4% CHG 10 6.63 NA i5sec | 15sec | Glove NA 1.13 NA NA
Latson et al. 1987
4% CHG . Below 1.68+ 1.99+ 343+
Hobson ef al. 1998 18 5.99-6.16 NA 6 min NA Glove Baseline 0.85 1.69 1.26
@,
4% CHG 10 6.20 NA 15sec | 15sec | Glove NA 0.71 NA NA
Larson et al. 1987
4% CHG
Stiles & Sheena 1985 NA 2.08 5mL 15 sec NA Glove NA 0.38 NA NA
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Appendix D
Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

. | Log Reduction
) Test Resndent'Flora Serub Scrub | Massage rie“t.ra -| Regrowth (Versus Baseline)
Formulation Subiects Baseline Vol.! Time* Time ization Below
3 (log:o/hand) ot m 34 Baseline Scrub1/ | Scrub2/ | Scrub1l/
Day 1 Day 2 Day §
1994 TFM - - - - - - - 1.0 2.0 3.0
4% CHG
Larson & Laughon 10 5.94 1+ 0.51 4 mL 15 sec 1 min Glove NA 0.34 NA NA
1987 ‘
4% CHG
Hibiclens 10 6.28 + 0.60 4mL | 15sec | tmin | Glove NA 0.88 NA NA
Larson & Laughon
1987
4% CHG
Larson & Laughon 10 5.88 + 0.49 NA 15 sec 1 min Glove NA 0.20 NA NA
1987
Wash 1,
4% CHG 2mbt | smin Below
Hibiclens 34 5.154-5.404 Wash2 | 1 min Glove - Baseline 1.407 NA NA
. 2-mL+ .
Pereira ef al, 1990 5 etc, at2 hr
mL ;
3 min
Wash 1,
4% CHG S ml+ 3 min Below
Hibiclens 34 5.227-5.408 S mL Wash 2 1 min Glove Baseline 1.548 NA NA
Pereira et al. 1990 etc, at2 hr
30 sec
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Appendix D

Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

) Log Reduction
. Test Resident Flora Scrub Scrub | Massage Neutral-| Regrowth (Versus Baseline)
Formulation Subjects Baseline Vol.! Time? Time zaion Below
} (logiw/hand) ‘ 3.4 Bascline | Serub1l/ | Serub2/ | Scrub 1V/
Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
2% CHG 5mL 3 min Below
Huntington 1992; 7 6.44 + + 1 min Media Baseline 1.79 1.94 4.13
Huntington 1994b 5mL 3 min '
2%CHG sol’n. . . , Below
Paulson 1994 6 6.57 10 mL 2 min 1 min Media Baseline 0.79 2.33 342
Q
Larscfn/‘;?gct 989° 10 6.16+0.71 ImL 30 sec 1 min Glove NA 0.28 NA NA
0,
Larsgn/:fgci9896 10 6.0140.52 ImL | 30sec | lmin | Glove NA 0.28 NA NA
2%CHG S mL+ . , Below
Jones et al. 2000 36 6.4540.27 5 mL 6 min I min Glove Baseline ~14 ~1.8 ~2.8
o,
Stszesy"sgg ogs| NA 2.00 SmL | 15sec | NA | Glove NA 0.30 NA NA
2% CHG
Larson & Laughon 10 5.67 +0.54 4 mL 15sec { min Glove NA 0.07 NA NA
1987
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Appendix D

Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

. Neutral-| R th Log Reduction
Formulation Test Resxdenlt Flora Scrub Scrub | Massage| [ ‘;}g:l":"v (Versus Baseline)
at Subjects Baseline Vol.! Time* | Time 3,4 o
(logio/hand) > Baseline Scrub 1/ Scrub 2/ Scrub 11/
Day 1 Day2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
S mL 3 min
0,
2% CHGFOAM |\, 6.44 + + Imin | NA Below 179 1.94 413
** Ballard 1998 S mL 3 min Baseline
Per Per
2% CHG :
Johnson Wax NA NA label fabel 1 o NA Below ~1.9 2.9 3.9
Undated direc- direc- Baseline
tions tions
1 min+ 067
1.5% CHG 5 mL+ Rub . 07
*Reverdy et al. 1984 10 6.174£0.46 5 ml until 5 min Glove NA g:;rgg;g NA NA
dry
0.5% CHG 5 mL+ 65.1% oy
5% 1 N . d% +2.37
Lowbury eral, 1974 | © NA smL | ~2min | NA  Glove NA +8.66 Wash 6, NA
Day 2
0.5% CHG gauze Below 60.7%
70 NA NA applica- | ~2 min NA Glove Baseline e NA NA
Lowbury ef al. 1974 tion at 3 hr 16.0
0.5% CHG
Stuart
Pharmaceuticals . Below :
1986 10 NA NA 6 min NA NA Baseline 1.5003 1.5721 1.8692
Rosenberg ef al.
1976
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Appendix D
Table 4: Chlorhexidine Gluconate — Surgical Scrub Studies

—

The indication “5S mL + S mL” indicates that an initial volume of test material was used to scrub the hands for the time indicated followed by a
subsequent addition of test material and scrub.

The indication “S min + 5 min” indicates that an initial scrub time was used to scrub the hands followed by a subsequent additional scrub.

The term “Media” indicates that the neutralizers were incorporated into the dilution and plating media only. -

The term “Glove” indicates that the neutralizers were incorporated into the sampling fluid in the glove.

Group washed 6x/day for 5 days

Group washed 18x/day for 5 days

Data not included in the tally tables.

**  Additional information provided by sponsor,

Log reduction values below 1994 TFM criteria indicated by a shaded box and heavy outline.

= W T IS ]
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Appendix D
Table 5: Alcohol — Surgical Scrub Studies

Log Reduction
Formulation Test Resiigden:i Flora Scrub Serub | Massage ﬁ:::iri: R;g‘;z:th ‘ (Versus Baseline
Subjects (onshand) Vol! | Time’ | Time 54 | Baceline | Serub1/ [ Serub2/ | Serub 11/
B € Day 1 Day 2 Day §
1994 TEM - . - - - - - 1.0 2.0 3.0
Alcohol
. , Above
mpregnated 6 6.57 NA | 2min | 1min | Medid | paceline 0.86 0.49
rush at 6 hr 0.20
*Paulson 1994
ImL+
3ImL+ Below
o, -
eroPiel |18 516:0.15 | 3mL+ | Smin | lmin | Glove | Baseline 232 NA NA
3 mL+ at 3 hr
ImL
Alcohol gt |1-1.5 min . .
(Vestal Foam) 30 6.18-6.60 25 +0.5 min 1 min Media NA 1.87 2.24 2.36
*SDA/CTFA 1996 ot '
Alcohol based 1.5 min
*g“sei’““f) 12 At least 5.18 palm- | L se, NA NA Below 2.9 3.4 4.78
ealthpoint ful + 1.5 min Baseline
Medical 1996 )
Alcohol based “palm- | 1.5 min
(Triseptin) 12 Atleast 5.18 fal | rinse, | NA NA Below 2.1 -3 4.5
Healthpoint wibrush |+ 1.5 min Baseline
Medical 1996 )
Alcohol based “palm- 1.5 min
(Triseptin) ful” » Below R y
*Healthpoint 12 Atleast 5.18 w/ N En;s;,} N NA NA Baseline 2.3 2.9 ~4.3
Medical 1996 sponge '
30% ethanol wipe .
*Buiz et al. 1990 12 5.7540.425 NA 15 sec 1 min Glove NA -0.008 NA NA
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Appendix D
Table 5: Alcohol — Surgical Scrub Studies

Log Reduction
Formulation Test Res;den:' Flora Scrub | Serub | Massage E::g;‘;: R;g;::th _ (Versus Baseline)
Subjects (maso/eh;l;g) Vol.' | Time Time 34 Baselin Scrub1/ | Scrub?2/ | Serub 11/
B ¢ Day 1 Day 2 Day 5
1994 TEFM - - - - - - - 1.0 2.0 3.0
Wash 1:
45-75 sec L
60% ethanol 5 mL+ . Media Below
Jones et al. 2000 36 6.4540.27 5mL M I min Wash 11:{ Baseline ~21 ~24 ~2.5
45-75 sec
v Glove
60% IPA 4.5-4.6 10-15 sec , 0.5% 0.5*
Morison et al. 1986 | ** +0.10-0.12 tml | ntitdry | 5S¢ | Clove NA 14 Week Wedk 3
60% IPA _ ‘
Larson ef al. 1986 to 6.25 2mL | 15sec | 3min | Glove NA 134 NA NA
15 sec
60% IPA : .
Larson ef al. 1987 10 6.40-6.93 I mL dzs);;lS 3 min Glove NA 1.47 NA NA
15 sec
60% IPA .
Larson et al. 1987 10 6.40-6.93 3ImL drS};SS 3 min Glove NA 1.74 NA NA
60% IPA
Larson et al. 1987 10 6.80 NA 15 sec 15 sec Glove NA 1.52 NA NA
60% IPA 10 7.06 NA | 15sec | 3min | Glove NA 1.50 NA NA
Larson ef al. 1987
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Appendix D

Table 5: Alcohol — Surgical Scrub Studies

Resident Log Reduction
Formulation Test Flora Scrub Scrub Massage 1:::::::: R%gg;:’,th (Versus Baseline
Subjects Baseline Vol.! Time? Time ;;,4l Baseline Scrub 1/ Serub 2/ Scrub 11/
(logio/hand) ! Day 1 Day 2 Day §
1994 TFM - - - - - - - 1.0 2.0 3.0
70% IPA ;
SDA/CTFA 1995 NA NA NA 5 min NA NA NA 2.54 NA NA
70% 1PA .
SDA/CTFA 1995 NA NA NA 5 min NA NA NA 3.7 NA NA
70% IPA .
SDA/CTFA 1995 NA NA NA 5 min NA NA NA 2.99 NA NA
70% IPA .
SDA/CTFA 1995 NA NA NA 5 min NA NA NA 2.50 NA NA
76% IPA '
Larson & Bobo 1992 12 . 5.9140.58 5mL 15 sec NA Glove NA 0.87 NA NA
70% IPA . ‘
Larson ef al. 1986 10 7.09 2 mL 15 sec 3 mu} Glove NA 1.2 NA NA
I min+ 1.66
L) »
70% IPA 10 6574049 | OmL* Rub 4 s min | Glove NA (Aerobic NA NA
Reverdy ef al. 1984 5mL until bacteria)
dry
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Appendix D
Table 5: Alcohol - Surgical Scrub Studies

Log Reduction
Formulation Test Resli;den;'Fiora Scrub Scrub Massage ?;e:::::: R%g;?:‘v!h {(Versus Baseline)
Subjects torhand) Vol.' | Time® | Time | a4 Baseli Scrub1/ | Serub2/ | Scrub 11/
& ’ aseline Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
70% IPA
Hough, Hoseason & ‘ Below
En, 10 NA NA NA NA Glove Baseline 2.3299 NA NA
Company, Ltd. at 3 hr
Undated .
o gauze Below o
70% IPA NA NA applica- | ~2 min NA Glove | Baseline 84.8% NA NA
Lowbury et al, 1974 . 3.1
tion at3 hr
SmL Below
Bab’é’z/t" aIIP ';‘991 24 NA + 30 sec NA | Glove | Baseline 1.50 NA NA
’ 5mL at 3 hr
SmL Below
70% IPA 24 NA + 3 min NA | Glove | Baseline 1.65 NA NA
Babb ef al. 1991 .
5mL at3 hr
10 sec 0.17* 0.07*
a9, -
v 0% f"f‘ 56| 10 ig '15046612 2mL | washd, | Ssec | Glove NA 0.05 Week2 | Week 3/
orrison ef al, 10-0. 1 min Wash 2 Wash 3
10-15 0.3* 0.0*
0, -
M 7 0% EP? 1986 14 + ; 15 04(;61 5 i mL sec 5 sec Glove NA -0.5 Week 2/ Week 3/
orrison ef al, TU.10-0. until dry i Wash 2 Wash 3
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Appendix D
Table 5: Alcohol — Surgical Scrub Studies

1 “SmL + 5 mL” indicates that the initial volume indicated of test material was used for the time indicated followed by a subsequent addition of test
material and scrub.
2 The indication “S min + 5 min” indicates that an initial scrub time was used to scrub the hands followed by a subsequent scrub.
3 The term “Media” indicates that the neutralizers were incorporated into the dilution and plating media only.
4 The term “Glove” indicates that the neutralizers were incorporated into the sampling fluid in the glove,
5 Range of values shown are for three application methods.
* Data not included in the tally tables.
Log reduction values below the 1994 TFM criteria indicated by a shaded box and heavy outline.
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Appendix D

Table 6: Povidone-Iodine — Surgical Scrub Studies

Log Reduction
Formulation Test Res!i?‘den}t.l?ior 2 | Scrub | Scrub | Massage §;::g: ReBge:;zzth (Versus Baseline
Subjects “o“ifhm) Vol.! | Time? Time 24 Baseline Serub 1/ | Serub2/ | Secrub 11/
Bt Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
7.5% PVP-1 SmL 5 min Below
Betadine 14 5.544 + + NA Media Ba:' line 1.97 1.95 1.82
Huntington 1995 5mL | 5min ¢
3 min
7.5% PVP-I 13 5.502 NA ; NA | Media | Below 2.054 2.061 3.514
Huntington 1995 , Baseline .
3 min
3 min 4
15% PVP-1 . Below
Huntington 1995 5 6.877 NA + ‘ NA Media Baseline 1.76 2.273 1.942
3 min
7.5% PVP-] 5mL 3 min Below
Betadine 36 6.37 + + NA Media Baseline 2.24 2.46 2.76
Peterson ef al. 1978 SmL 3 min
7.5% PVP-1 NA Above
Aly and Maibach 12 >6.0 (Sponge/ | 2 min I min Media Baseline =1.0 =1.0 =1.0
1988 brush) at 6 hr
1.5% PVP-1
Johnson & SmL+ { 6min+ . . Above
Johnson 11 NA 5 ml 6 min I min Media Baseline 1.46 1.57 1.54
Medical 2000
7.5% PVP-1 .
: S mlL 5 min
Betadine |, NA + + NA NA Below 1.0 NA *1.0
Kubista and Lusskin . Baseline Day 4
5 mL 5 min
1979
7.5% PVP-I Below
Harrison ef al. 1999 12 NA NA NA NA NA Baseline ~14 ~1.5 ~15
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Appendix D

Table 6: Povidone-Iodine — Surgical Scrub Studies (continued)

N Log Reduction
, Test’ Resident Flora | ¢\ | Serub Massage Neutral-|  Regrowth (Versus Baseline)
Formulation Subiects Baseline Vol.! Time? Tim ization Below
ubjec (logi/hand) ot. ! ime 34 Baseline Scrub 1/ Serub 2/ Serub 11/
Day 1 Day2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
7.5% PVP-1 Per label Per
(Betadine) 12 Atleast5.18 | instruc- | . 120el NA NA Above 1.19 1.28 127
Healthpoint, tions instruc- Baseline
Medical 1996 tions
o, 5 min
7.5% PVP-IFOAM |\ NA NA + NA NA NA 99.85% | 99.5% | 99.31%
Huntington 1992 S mi
min
7.5% PVP-1 , Below
Peterson ef al. 1978 36 6.37 10 mL 6 min NA NA Baseline 2.24 2.46 2.76
1.866
1.956
. 4mL 1.620 Day 3/ i
0, -
7.5% PVP-I Foam 17 Range: 5-7 logio with a 3 min I min None Not done Scrub 3 Serub 5
Ballard 1984 Brush
Subject Crossover and Repeat. Values
represent an average of 2 study weeks.
7.5% PVP-I
Larson & Bobo 1992 12 5.5240.46 5mL 1S sec NA Glove NA 0.21 NA NA
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Appendix D

Table 6: Povidone-Iodine — Surgical Scrub Studies (continued)

: . Log Reduction
. Test Resident Flora | go oo | scrub Massage Neutral-| - Regrowth (Versus Baseline)
Formulation Subiects Baseline Vol.! Time® Time ization Below
Je (ogwhand) ok m m 34 Baseline | Scrubl/ | Serub2/ | Scrub 11/
Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
Wash 1,
7.5% PVP-I ggﬁ 5 min Below
Betadine 34 5.282-5.491 Wash 2 I min Glove | Baseline 1.158 NA NA
. 2 mL+
Pereira et al, 1990 2 mL efc., at 2 hr
3 min
Wash 1,
7.5% PVP-I 5 mL+ 3 min Below
Betadine 34 5.198-5.300 S ml Wash 2 1 min Glove Baseline 0.987 NA NA
Pereira et al. 1990 etc., at2 hr’
30 sec
SmL
7.5% PVP-I 2 NA " Imin | NA | Glove Below 0.80 NA NA
Babb ef al. 1991 Baseline
5mL
7.5% PVP-i
(Betadine) 12 6.18£0.39 SILY ) sin | tmin | Glove Below 1.08 NA 1.57
S5mL Baseline
Larson ef al. 1990
4% PVP-I 10 6.33£0.24 smbt | dmint | o o | Glove NA Aot NA NA
*Reverdy et al. 1984 R S5mL 3 min ga:{;ig
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Appendix D
Table 6: Povidone-lodine — Surgical Scrub Studies (continued)

. ' Log Reduction
Formulation Test Res;idenlt. Flora Serub Serub | Massage ﬁ:::g: R;g;g:th (Versus Baseline)
Subjects 4 ageline Vol.! | Time? Time 4 A Serub1/ | Scrub2/ | Scrub 11/
(logi/hand) Baseline
i Day 1 Day 2 Day 5
1994 TFM - - - - - - - 1.0 2.0 3.0
0.75% available I, Above
poloxamer NA NA NA NA NA NA Baseline 1.21 1.54 1.79
*Jampani e al. 1998 at 6 hr
0.75% PVP-1 |
*Stiles & Sheena NA 2.08 SmL 15 sec NA Glove NA 0.38 NA NA
1985 : B
0.5% PVP-1
*Stiles & Sheena NA 2.04 SmL 15 sec NA Glove NA 0.44 NA NA
1985
0.3% PVP-1
*Stiles & Sheena NA 2.11 SmL 15 sec NA Glove NA 0.11 NA NA
1985
0.1% PVP-I
*Stiles & Sheena NA 2.04 5mL 15 sec NA Glove NA 0.09 NA NA
1985
0.01% PVP-1
*Stiles & Sheena NA 2.11 SmL 15 sec NA Glove NA 0.11 NA NA
1985
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Appendix D

Table 6: Povidone-Iodine — Surgical Scrub Studies (continued)

; Log Reduction
Formulation Test Res};denlt, Flora Serub | Scrub | Massage ?.Ie::::: R;gg)::th (Versus Baseline
Subjects (,o"f;';‘,}g) Vol' | Time* | Time | %3Y Base‘;me Serub1/ | Scrub2/ | Serub 11/
& Day 1 Day 2 Day 8
1994 TFM - - - - - - - 1.0 2.0 3.0
- 0.12 0.08
0.05% stabilized I, 4.5-4,6 .
. 10 2mL 10 sec 5 sec Glove NA 0.12 Week 2/ Week 3/
E 3
Morrison ef al. 1986 10.10-0.12 Wash 2 Wash 3
PVP-I soln. gauze Below 62.3%

(Disadine) NA NA applica- | ~2 min NA Glove Baseline i.S 90 NA NA
*Lowbury ef al. 1974 tion at 3 hr ' :
PVP-1 impregnated Below

brush 6 6.57 NA 2 min I min Media \ 1.84 2.56 1.52
Baseline
*Paulson, 1994

! The indication “S mL + 5 mL” indicates that an initial volume of test material used to s

addition of test material and scrub.

2 The indication “S min + 5 min” indicates that an initial scrub time was used followed by a subsequent scrub.
3 The term “Media” indicates that the neutralizers were incorporated into the dilution and plating media only.
4 The term “Glove” indicates that the neutralizers were inco

* Data not included in the tally tables.
Log reduction values below the 1994 TFM criteria indicated by a shaded box and heavy outline,

rporated into the sampling fluid in the glove.
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crub the hands for the time indicated followed by a subsequent




Appendix D
Table 7: Chlorhexidine Gluconate — Preoperative Preparation Studies

Log Log Reductioxz
Formulation Test Res;siesgitiﬂom Scru? Scrut: I\:::fti’::: Re((‘f’?;\t!ison 10 mi wer“’;ﬂ“““ﬁ““” 6h
X . - min mi r
Subjects (ogisite) Vol Time 34 Baseine) n
30 sec A G A G A G
1994 TFM - - - . - 1.0 20 | 30 - - Below
Baseline
1%CHG
Leyden & Igéigman NA 5.78-6.26/cm’ 0.1 mL NA NA NA 5.18° NA NA NA | Below Baseline
1981
Mean 3.4440.59
abdomen
(Baseline 3 =
4% CHG .
i 3.8740.62) 2 min + 1.81 213 179 3.07 ,
A[H;?S}C?ZQS 60 Mean 5.25+0.57 10 mL 2 min Cup NA @24y | @48y | 0o | 3.42) Below Baseline
Y ' groin
(Baseline 3 =
5.60+0.49)
Mean 3.0840.59
4% CHG .
o s abdomen 2 min+ 1.98 1.79 .
A’H;itn(t;je?;gg 20 (Baseline 3 = 10 mL 2 min Cup NA (2.10) NA (1.91) NA | Below Baseline
yerar 3.2040.82)
4% CHG 39 . :
Hibiclens perineum JBE QL | Zmitt ]y NA | 431P | 381 | NA | Na | BelowBaseline
Vorherr et al. 1988 | 30 groin )
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Appendix D

Table 7: Chlorhexidine Gluconate — Preoperative Preparation Studies (continued)

Formulation

Test
Subjects

Resident Flora
Baseline
(logyo/site)

Scrub
Vol.!

Serub I\.Ieutral
~ization
34

Time?

Log
Reduction
(Versus
Baseline)

30 sec

Log Reduction

(Versus Baseline)®

‘IO min

30 min

6 hr

A

G

A G

A G

1994 TFM

1.0

2.0

3.0

Below
Baseline

4% CHG
Purdue Frederick
1986b

NA

1.0/site

NA

NA NA

NA

3415 | 4

037

3390 | 3.953

3.243 | 3.466

4% CHG
Hibiclens
Purdue Frederick
1986b

NA

1.0/site

NA

NA NA

NA

3.046 | 3

472

2.743 | 3.595

1.624 | 2.280

4% CHG
Hibiclens
Stuart
Pharmaceuticals
1986

50

NA

NA

NA NA

NA

2.6418

NA

NA NA

Below Baseline

4% CHG
Hibiclens
Stuart
Pharmaceuticals
1986

50

NA

NA

NA NA

NA

NA

3.7641

NA | 4.1581

NA

4% CHG
Hibiclens
Stuart
Pharmaceuticals
1986

50

NA

NA

NA NA

NA

NA

3.6402

NA | 3.5635

NA

4% CHG
Hibiclens
Stuart
Pharmaceuticals
1986

50

NA

NA

NA NA

NA

4.9532

NA

NA NA

Below Baseline
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Appendix D
Table 7: Chlorhexidine Gluconate — Preoperative Preparation Studies (continued)

Log

Log Reduction
| ot | Fn | s | oy | Nt | e | o
i . min
Subjects (logyo/site) Yol. Time 34 Baseline) oy min r
30 sec A G A G A G
1994 TFM - - - . . 1.0 20 | 3.0 - - Below
Baseline
4% CHG
Hibiclens Bl
Stuart 50 NA NA NA NA NA 25322 NA | NA | NA clow
i Baseline
Pharmaceuticals
1986
4% CHG
Hibiclens
Stuart 50 NA NA NA VNA NA NA | 3.4808. NA 3,3298 NA
Pharmaceuticals . .
1986

1 The indication “5S mL + 5 mL” indicates that an initial volume of test material was used to scrub the hands for the time indicated followed by a
subsequent addition of test material and scrub.”

NNV B W N

Log reduction values below the 1994 TEM criteria indicated by a shaded box and heavy outline.
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The indication “5 min + 5 min” indicates that an initial scrub time was used to scrub the hands followed by a subsequent scrub.
The term “Media” indicates that the neutralizers were incorporated into the dilution and plating media only,
The term “Cup” indicates that the neutralizers were incorporated into the sampling fluid in the cup.

Elaborated flora-skin occluded to increase flora for test-log reductions calculated vs. control site
Forearm site
Different authors calculate reductions versus baseline in different manners.




Appendix D

Table 8: Alcohol — Preoperative Preparation Studies (continued)

. Log Log Reduction
Resident . .
. Test w_;z?s{:);g:s- Serub Scrub | heutral- | Reduetion (Versus Baseiine)’
Formulation | qubjects | Baseline Vol | Time* | 'Afion s 10min | 30 min 6 hr
(loguo/site) 30 sec A G A G A G
1994 TFM - - - - - 1.0 2.0 3.0 - - Below Baseline
70% IPA Saturated . - . Below Baseline
SDA/CTFA 1995 NA 302  gauze Imin | . NA 2.25 NA | NA | NA | NA at 6 hr
70% IPA Saturated ,
SDA/CTEA 1995 NA 3.45 Yauto 1 min NA 225 NA | NA | NA | NA NA
70% IPA Saturated . '
SDAICTEA 1905 NA 3.66 oz 5 min NA 2.95 NA | NA | NA | NA NA
. Z/%FIE 005 NA 3.60 Sagt;‘;zfd S min NA 218 NA | NA | NA | NA NA
70% IPA ,
Gunderman ef al. NA NA NA NA Media 158 | 158 | NA | NA | Na | Below Baseline at
1985 3 and 24 hr
70% IPA sou/
Leyden ef al. 10 NA BV, NA Media NA 52 | NA | NA | NA | Below Baseline
199667 16 cm
60% IPA
Leyden & Kligman | NA 5.78-6.26/cm* | 0.1 mL NA NA NA 325 | NA | NA | NA | Below Baseline
1981% :
60% IPA ,
Gunderman ef al. NA NA NA NA Media 145 | 135 | NA | NA | na | Below Baseline at
1985 3 and 24 hr
60% n-propanol
*Leyden & 5Kﬁligman NA 5.78-6.26/cm’ 0.1 mL NA NA NA 355 | NA | NA | NA | Below Baseline
1981°
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Appendix D
Table 8: Alcohol — Preoperative Preparation Studies (continued)

‘ ) - . Log Log Reduction
Resident : X .
Formulation Test Flora Scrub Scrub P::::;::: Reguctwn - (Versus Baseline)
Subjects Baseline Vol.! Time’ Mt éa:e"?;’:) 10 min 30 min 6 hr
(toguosite) 30 sec A G| A|{ G| A G
1994 TFM - - . - - 1.0 2.0 3.0 - - Below Baseline
70% ethanol
Leyden & !gigman NA 5.78-6.26/cm’ 0.l mL NA NA NA 388 | NA | NA | NA | Below Baseline
1981~
60% ethanol ~4, Groin . . .
Jampani et al. 2000 14 2.7 Abdomen NA 5 min Media NA 2.3 3.12 | NA | NA | Below Baseline
60% ethanol ~4, Groin . N .
Jampani et al. 2000 4 ~2.7 Abdomen NA 30 sec Media NA 2.77 | 204 | NA | NA Below Baseline

1 The indication “5 mL + 5 mL” indicates that an initial volume of test material was used to scrub the hands for the time indicated followed by a
subsequent addition of test material and scrub.

Forearm site

¥ OV BN

Different authors calculate reductions in different manners.
Not included in the Tally Tables

Log reduction values below 1994 TFM criteria indicated by a shaded box and heavy outline.
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The indication “5 min + 5 min” indicates that an initial scrub time was used to scrub the hands followed by a subsequent scrub.
The term “Media” indicates that the neutralizers were incorporated into the recovery media.
The term “Cup” indicates that the neutralizers were incorporated into the sampling fluid in the cup.
Elaborated flora-skin occluded to increase flora for test-log reductions calculated vs. control site




Table 9: Povidone-lodin

Appendix D

e — Preoperative Preparation Studies

Log Log Reduction
Formulation Test Rﬁs}i;iesr;]tifiora Scrub | Serub | Neutral- R‘ig:;tis‘m —_ (Versus Baseling)
1 P ) . .
Subjects dogwsite) Vol. Time* | ization Bascline) 10 min 30 min 6 hr
30 sec A G A G A G
Below
1994 TFM ; . ; . - 1.0 20 | 30 | - - Baceline
5% PVP-1 >5, Groin . Below
Jeng & Severin 1998 12 >3 Abdomen NA | 30sec | Media . 28 | ~3 | 3 M3 poceline
o . - 2 Below
Jm;’;;:n/i"e’: :IP ;ooo 14 éﬂ’;mﬁ’fc’f‘nz NA | Smin | Media NA 184 | 1.97] NA | NA | Baseline
! - at 4 hr
.17
7.5% PVP-1 (unspec-
v ol 1993 14 3.16 NA NA Cup NA hsl NA | NA | NA NA
time)
Malla(:;/;el:zf ‘11993 5 ~1.78/cm? Swab 10 sec Media ~1.78 NA | NA | NA | NA NA
10% PVP-1 . . Below
Betadine 453?225:”1 ;'9991 g 5500‘?;{“ 2;;;‘; Cup NA | 374p| 366 | NA | NA | Baseline
Vorherr ef al. 1988 : at3 hr
Below
Gund 10% P VIP} 08 NA NA NA NA Media (é)ig:) 106 | NA | NA | NA | Baseline
undetmann ef at. at 3 and 24 hr
10% PVP-1 . . Below
Betadine 474‘;“3;;’;2’“ ;‘ '391 g 5;)0““%; 22’2:?; Cup NA | 365P| 342 | NA | NA | Baseline
Vorherr ef al. 1988 ) at 3 hr
10%PVP-1 50pul/ Below
Leyden et al. 1996*%7 10 NA 10 cm? NA Cup NA 536 | NA | NA | NA Baseline
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Appendix D
Table 9: Povidone-iodine — Preoperative Preparation Studies (continued)

Log Log Reductior;
Formulation Test Res];tii::iﬁora Sm’? S““’i Neutrasi; Rs,;(\i/grgiison . fYersus mfe“m
Subjects Gogssite Vol. Time ization™ Baseling) 10 min 30 min 6 hr
30 sec A G A G A G
Below
1994 TFM - - - - - 1.0 2.0 3.0 - - Baseline
10% PVP-1 ,
Betadine 5 o ofgggg{fﬁc o ?\f;’g‘ 10 sec Cup 983% | NA | NA | NA | NA NA
Malathi ef al 1993
PYP-1 Bel
Betadine Scrub NA 6-7/cm’ 0.1mL | NA NA | NA 299 | NA | NA | NA | o :e‘m
*Leyden & Kligman 1981 aseline
Betadine >3, Groin . . Below
*leng & Severin 1998 12 >3, Abdomen NA | Smin | Media NA L2 135126 1371 oo celine
Betadine ~1.57 ~1.52
*Major et al. 1993 10 50.<2 NA NA None >0-<2 NA NA NA NA NA
Below
PVP-1 Scrub/PVP-I1 + ROH 1.5 2.1 R
*Traore et al. 2000 22 NA NA NA NA (30 sec) (3 min) NA | NA | NA ijs; l;::‘e

et

The indication “5 mL + 5 mL” indicates that an initial volume of test matérial was used to scrub the hands for the time indicated followed by a
subsequent addition of test material and scrub.

The indication “S min + 5 min” indicates that an initial scrub time was used to scrub the hands followed by a subsequent scrub.
The term “Media” indicates that the neutralizers were incotporated into the dilution and plating media only.

The term “Cup” indicates that the neutralizers were incorporated into the sampling fluid in the cup.

Elaborated flora-skin occluded to increase flora for test-log reductions calculated vs. control site

Forearm site

Flora transferred from perineum & elaborated by occlusion

Different authors calculate reductions in different manners.

Sites tested were on the back,

Sampled Perineum

Data not included in tally tab les.

Log teduction values below the 1994 TFM criteria indicated by a shaded box and heavy outline.

X IO 00 IS B WN
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Appendix D
Table 9: Povidone-iodine —~ Preoperative Preparation Studies (continued)

Log reduction values below the 1994 TFM criteria indicated by a shaded box and heavy outline.
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, Appendix E
Table 1: Triclosan — Healthcare Personnel Handwash Studies

- - . Log Reduction ®
g B S. marcescens 3 oy 0o %ﬁ, g g 88 (Versus Baseline)
wa 0 9 - =
EQ OF |de 2T : o o & s E £E E| 883 | b9 ash No.
6% |F2|akge 3 | SE | RE | & =F gk | §F 3R | 558 ==
i 0 m— = > X o 2 00 1 4 7 10
1994 TFM - - - - . - - - - - 2.0 - - 3.0
1.5%
Triclosan 6.66 3mbL 30 sec + 2,91 3.22 | 3.50 3.78
Bartzokas 12 + S5ml 45 sec 1 min + 30 sec 30 sec 1 min Glove NA + + + +
etal., 0.35 3mL : 0.42 041 | 052 | 047
1087 ,
1.0%
ng‘:f;fj‘" 12 NA 5mL | 45sec | 2min | 5mL 15 sec 30 sec 1min | Media NA NA | NA
1998b
1.0%
Triclosan 2.5
Jampani mL 2 min '
et al., 12 9.04 + 45 sec 5mL 30 sec 30 sec 1 min Media p<0.05 2.28 NA NA 2,79
1998 2.5
Johnson, 1 mi.
1998 2
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Appendix E
Table 2: PCMX — Healthcare Personnel Handwash Studies

Log Reduction °
L @ —
s 4 S. marcescens ° ~ E | & P 8¢ (Versus Baseline)
Es |EE[, S = | BB % | 88| 8 | B:% Waah N
-4 14 foun . ® ¥ L @ L] ey - s 0.
s° |"3|sgs5 2| SE|BE| 8| 5F | E|gF| ¥ | §58 h
w S=08 > ¥ e = | =2 @ wn 1 4 7 10
1994 TFM - - - - - - - - - - - 20 - - 3.0
) ” . TR
o Ticosan || aao o ||| et o
I 8 * S5mL | 45sec | Airdry | 5mL | 15 sec 1 min . p<0.05 * NA NA .k
1998, 028 sec Wash 10: 0.38
Johnson 1998 a ' v Glove h
1.0% Triclosan Wash1: RS T : o
Jampani et al 8.46 30 Media® B SRR
1998: Johnson, 6 oiza S5ml | 45sec | 2min | 5mL | 15 sec sec | T™N | wash 10: | P<0.05 , 174 NA NA 163
1998 ’ Glove L ;
1.0% Triclosan i
: 3 . 30 . Glove 2.45 s Hag
Cnbz:;ggtgy, 12 NA 5mL| 45sec | 2min | 5mL | 15 sec sec 1 min Wash 10 NA 2.54 Wash 3 2.61 » 2'611 ;
1.0% Triclosan 30
Ciba-Geigy, 12 NA NA NA NA | 3mL sec NA NA Glove NA ~2.54 ~3.04 ~3.31 ~3.72
1890
0.5% Triclosan , 30 . .
Johnson, 1998b 12 NA SmL| 45sec | 2min | & mL 15 sec sec 1 min Media NA NA NA
0.5%
Triclosan 1.5 2.50
ConvaTec, 30 10.41 NA NA 1 min ’ 30sec| NA | 1min NA p=0.05 2.31 ) 2,57
, ml, Wash 3
1995; Calgon
Vestal, 1993
0.3% Triclosan 60 30
Huntington, 6 849 |5mL] 45sec | 2min | 5mL 1min| Media NA 1.98 1.93
1995 sec sec ’
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Appendix E
Table 2: PCMX — Healthcare Personnel Handwash Studies

| Log Reduction ®
* - w — -
& % S. marcescens § o E o o :% c §ge (Versus Baseline)
2E W e @ - | @ 8o, B =
£ o @z |2 3 2 . - Ng @ V’g h g, L= o.
55 ) %g&g 5 -gg gg ] 2 @ é,_ éﬁ §.§>§ Wash No
w 0|8=0d > o= i = o nw 1 4 7 10
1994 TFM . - - - - . - - ; - - 2.0 . . 3.0
9.3% 15- .
Tgt‘?“gs;" 4 388 | NA| NA NA | NA {15sec| 20 | Na | Media NA 2.30 NA NA NA
Sheena, 1987 sec
0.3% 5.
Tgt‘;‘é"ssg" 4 | 383 | NA| NA | NA | NA [15sec] 20 | na | Media NA 2.39 NA NA NA
Sheena, 1987 sec
0.3% .
Triclosan : . 2.93 3.05
SOACTRA. | NA | NA | NA | NA NA | NA |30sec| NA | NA NA NA 250 | o0 | s,
1995
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Appendix E
Table 2: PCMX - Healthcare Personnel Handwash Studies

L.og Reduction °
-, o - s
R . S. marcescens s o E IS T §¢e (Versus Baseline)
Es | E = | BB | % | 88| B85 | B Wash N
o Sld B o Ko £ @ L e = B ash No,
5% |T3|8258 3| SE|BE| & |cF| £ |EF| ¥ | 558
1994 TFM - - - - - - . - - - - 2.0 . - 3.0
0.3% Triclosan ‘
Gojo, 1999 18 9.0 NA NA NA NA | 30sec| NA NA NA NA 2.84 293 3.0 3.04
0.3% Triclosan 5 sec 15 ‘
Sheena & NA 2.80 NA il d ' SmbL NA NA NA NA NA NA NA NA
Stiles, 1983° untit dry sec .
0.3% Triclosan 5 sec 15
Sheena & NA 3.04 NA untit d ! 5mL sec NA NA NA NA NA NA NA NA
Stiles, 1983° v
0.3% Triclosan 30 ; 293
Gojo, 1999 18 9.00 NA NA NA NA sec NA NA NA NA 2.84 Wash 3 3.00 3.04
0.25% 30 .
Triclosan 12 NA S5mli 45sec | 2min | 5mbL | 15 sec sec 1 min Media NA NA NA
Johnson, 1998b
0.25%
Triclosan 5 sec, 15 ;
Sheena & NA 2.83 NA until dry SmlL ' sec NA NA | NA NA | NA NA NA NA
Stiles, 1983°
0.25%
Triclosan 5 sec, 15
Sheena & NA 2.76 NA until dry 5mb sec NA NA NA NA NA NA NA NA
Stiles, 1983°
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Appendix E
Table 2: PCMX — Healthcare Personnel Handwash Studies

Log Reduction ®
-, @ —
& *3 S. marcescens ;6 .y E e o .% c 8§09 (Versus Baseline)
2 & %o 0 o g 6. -
°© LN P RN B = o E ® 9 E = R h No.
5% |"5|823% s |2 |gE|§|5F| 8| 3F | 23] Wash No
. v @~ @ E > v - a] - ; © (R 1 4 7 10
1994 TFM - - - - ~ - - - - - - 2.0 - - 3.0
0.25%
Triclosan
Johnson, 1998b| 12 | NA | 5mL| 45sec | 2min | 5mL | 15 sec S:’;OC 1 min WC;’;’Q’% NA 2.03 VJgSSa 1.95
Ciba-Geigy, :
1995
0.1% Triclosan . 30 .
Johnson, 1998b 12 NA 5mil | 45 sec A2 min | 5mb | 15 sec sec 1 m?n Media NA NA NA
Triclosan
*Stepan . ~1.5
Company NA NA NA NA 2 min NA NA NA NA NA NA Wash 5 NA
Undated
Triclosan 1.58
*SDAICTFA, NA NA NA NA NA NA NA NA NA NA NA NA ’
1995 Wash 5

1 The indication “5 mL + 5 mL" indicates that an initial volume of test material was used to scrub the hands for the time indicated followed by a
subsequent addition of test material and scrub.

2 The indication “5 min + 5 min" indicates that an initial scrub time was used to scrub the hands followed by a subsequent scrub,

3 The term “Media” indicates that the neutralizers were incorporated into the dilution and plating media only.

4 The term “Glove” indicates that the neutralizers were incorporated into the sampling fluid in the glove.

5  E. coliinoculated onto hands through artificially contaminated ground beef.

¢ Data not included in the Tally Table

6  Log reduction values below the 1994 TFM criteria indicated by a shaded box.
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Appendix E
Table 2: PCMX — Healthcare Personnel Handwash Studies

Log Reduction ®
n -
5 © S. marcescens . 2 @ = é . (Versus Baseline)
8 k: 5 N E ) $c g8 ¢
® oy > e = @ e £o B o=
E] 3 , — < w E ® o E 5a3 LED Wash No.
=3 7 o o }'O " oo [ 7 g - * 0 = 2 8 a0
E 5 |2E85| S | 2E|SE| § Pl e | &7 | 28 | Sos8
£ LIS | TF © 1 a | 7| 10
1994 TFM - . - . - - - - - - - 2.0 - - 3.0
3% PCMX
Huntington 6 7.630 6 mL NA ifmini 5mbL | 18sec] NA 1 min’ Glove NA 2.943/>3.130]>3.1301>3.130
1995
28% PCMX | ¢ e SmL | 4min | 1min| 3mL | 20 sec |30sec| 1min | Media <0.05 281 1 3.72 ) 3.99
Paulson, 1994 0.97 p<b. +0.41 | 043 | + .59
1% PCMX |
SDAICTFA NA NA 6 mi NA NA 5mbL | 16seci NA NA NA NA 2.39 NA NA NA
1995
1% PCMX 287
*SDA/CTFA NA NA 6 mL NA NA 5mL | 15sec| NA NA NA NA NA ’ NA NA
Wash 5
1995
1% PCMX
SDA/CTFA NA NA 6 mL NA NA 5mL | 15sec NA NA NA NA NA NA NA 3.06
1995
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Appendix E
Table 2: PCMX —~ Healthcare Personnel Handwash Studies (continued)

Log Reduction ®
0N
s o 5. marcescens T £ o . Rl e (Versus Baseline)
; g S | sw | £ | Be |85, |S%2
El 3 : - < s E © 9 E B |0%EQ Wash No.
[72] [ \,6...'3 - n e @ B g = & @0 = a o e W
E § |$E85| 2 |2E|SE| £ |V £ | &7 |28 |Eo%
i 2 |aT=s N = 1 4 7 10
1994 TFM - - : - - . - . . . - 2.0 . . 3.0
1% PCMX
SDA/CTFA NA NA 6 mL NA NA 5mbL | 15sec| NA NA | NA NA NA NA
1995
1 mb
0.6% 2mlL
PEIaX NA | 79072 | 5mL | NA |2min{ 3m | 15sec| NA | 1min | Glove | NA | NA | NA
Huntington : m
1995 4 mL
5mbL
0.6% PCMX
Huntington 6 8.613 5mL NA | 2min| 2mbL | 30sec| NA 1 min Glove NA 2603 | 2775 | 3.050 | 3.502
1995
0.6% PCMX 4 o
Johnson Wax NA 7.58 NA NA NA NA NA NA NA NA NA Wasih 3 ~1.7 ~17
Undated e
0.6% 2.73 CL
PCMX 5 g2 | smL | tmin | tmin| 3mL | 20sec [30sec| Tmin | Media | p<0.05 25| 004 e i fgg?
Paulson, 1994 e ) Wash3 | = b
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Appendix E

Table 2: PCMX - Healthcare Personnel Handwash Studies (continued)

Log Reduction ®
0
§ © S. marcescens ‘:_6: £ ® . Tl (Versus Baseline)
(] :aa S “‘:Nﬂ - o)) o W | = L >‘ ‘E
3 A PN = S E P @ E %‘3;‘5 B Wash No.
172} Vg 2O - o® o 7] g -~ o 4] = © P ]
E v (2595 S | ZE|BE| 8 Fl g | g7 | 28 |Sos
Y g |@T<=<c = S o« ®h 1 4 7 10
1994 TFM - - - - - . - . - - - 2.0 - - 3.0
7.98 . \ . 2.50 2,73 2.91 2,76
Pau!s;gr; gt al., 5 +0.27 SmL NA Tmin{ 3mbL | 20sec {30sec! 1 min Media NA 40.22 +0.41 $0.63 102?
0.53% s
PCMX 2.69 a
SDA/CTFA NA NA NA NA NA NA NA NA NA NA NA NA Wash 5 NA . 256 ’
1995 B
0.5% PCMX 278
SDA/CTFA NA NA NA NA NA NA 30 sec NA NA NA NA ™ Jh 5 NA 3.21
1995 as
0.5%PCMX bl 1.91 e
SDA/CTFA NA NA NA NA NA NA 30 sec NA NA NA NA -1 ;‘68{" We;sh 3 2.26 237
1995 e
0.5% PCMX i 217 5
Gojo, 1999 18 9.17 NA NA NA NA 30 sec NA NA NA NA flfﬁ | Wash 3 242 2..82 :
0.325% PCMX Until L
Sheena & NA 2.70 NA 5 sec d 5mL | 16sec| NA NA NA NA | 140 NA NA NA
Stiles, 1983° v : S
0.325% PCMX Unti! 15 sec
Sheena & NA 2.53 NA § sec d S5mbL + NA NA NA NA NA 1.53 NA NA
Stiles, 1983° ' ry 15 sec
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: Appendix E
Table 2: PCMX ~ Healthcare Personnel Handwash Studies (continued)

Log Reduction ®
0
s ki S. marcescens " -4 ® . Tio (Versus Baseline)
5 2 © =~ £ o R~ Q>
£ 3 > g8 = 2 e Es. ek Wash No
- ! e . T & o o= ) 0= .
: 3 |8223 2 |BE|ZE| & |FF| & | &0 | 2% |3ed
o 2 m-=c b= = x 1 4 7 10
1994 TFM - - - - - - - - - - - 2.0 - - 3.0
0.3% PCMX 2.66 e
Gojo, 1999 18 9.22 NA NA NA NA 30sec{ NA NA ‘ NA NA 2.57 Wash 3 2.69 233
0.3% :
PCMX 2.93
SDA/CTFA NA NA NA NA NA NA 30sec| NA NA NA NA 2,69 Wash 5 NA 3.46
1995
0.3% ,
PCMX 2.82 Kowd
SDA/CTFA NA NA NA NA NA NA 30sec| NA NA NA NA 2.40 Wash 3 273 2.3?
1995
PCMX based RO
*Johnson Wax NA NA NA NA NA NA NA NA NA NA NA 5*1.5_. NA NA NA
Undated e
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Appendix E
Table 2: PCMX — Healthcare Personnel Handwash Studies (continued)

Log Reduction
0
6 B S. marcescens e @ o \ T I (Versus Baseline)
> 9 0 oo E o - Q> ¢
® a > % 2 - @ @ 8o B o=
= 3 : —_ = @ E ® o E £S5 |0oxS Wash No.
0 @9 2] a? @ ® =E 0 e 28 =EY
E v |BE25| 2 |ZE|BE| £ |FT| E| &7 |2 |&3%
5 £ 8 = =4 £
i 0T i « 1 4 7 | 10
1994 TFM . - - . - - . . . - . 2.0 . . 3.0
PCMX
*Acute Kare . ~2.9
Stuart 16 NA 6 mL NA 1min | 16sec| NA NA NA NA NA ~2.4 ¥ NA ~3
Wash 6
Pharma-
ceuticals, 1986
PCMX
impreg-nated
brush 3.6928
Hibiclens 36 6.5144 NA NA NA 5mb | 30sec| NA NA NA NA NA Wash 5 NA | 4.3192
*Paulson,
1994

1The indication “2.5 mL + 2.5 mL" indicates that two additions of test material were used to reduce the loss through the subject's fingers.
2 The indication “5 min + 6 min” indicates that an initial scrub time was used to scrub the hands followed by a subsequent scrub.

3 The term “Media” indicates that the neutralizers were incorporated into the dilution and plating media only.

4 The term “Glove” indicates that the neutralizers were incorporated into the sampling fluid in the glove.

5.E. coli inoculated onto hands through artificially contaminated ground beef.

* Data is not included in the tally tables.

6 Log reduction values below the 1994 TFM criteria indicated by a shaded box.
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